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CONTAINER WITH SPACED APART LABEL 
\ — . ■ : * 

A^ s i™^ 11 ** 011 elates to containers and in particular to containers with 
mastics material walls whose contents can undesirably permeate through the 
5 ( container walte or which are sensitive to ingress of material through the container 
walls. In particul^y)the invention relates to such containers when used for 
medicaments. 

Plastics, e.g. polyethylene, polypropylene, polyethyleneterphthalate, 
containers are commonly used to contain medicaments. If a label or shrink sleeve 

10 is applied to the outer wall of such a container the adhesive which binds the label or 
sleeve onto the container surface or alternatively the printing ink which is used 
when information is printed directly onto the container surface may permeate 
through the wall thereby contaminating the contents of the container, potentially 
leading to harmful effects. The term "label" used hereinafter, unless specifically 

15 distinguished, includes labels attached by an adhesive, shrink sleeves and matter 
printed directly onto a container wall. 

When the content of the container is a medicament, it may be necessary to 
conduct a stability study/trial of any new labelling material applied to the container 
wall so as to ensure that the medicament is not compromised by any aspect of the 

20 packaging, including the properties of the adhesive and printing inks. Such trials 
can be expensive and time-consuming. New adhesives, printing inks or plastics 
materials may have to be sought which do not give rise to the problem discussed 
above, although this approach is both time consuming and expensive, particularly if 
clinical trials are required to prove that the new adhesive or ink does not cause 

25 contamination of the contents. Conversely the contents of such a plastic walled 
container, particularly solvents, may permeate through the walls and may have a 
deleterious effect on a label on the outer surface of the container e.g. causing a label 
fixed by adhesive to become detached or to discolour the printing ink. Materials for 
container walls which are non-permeable are known, in particular glass and metal, 

30 but these have the disadvantage of fragility and cost. 

US 4367821 discloses a container in which a label is attached to an external 
skirt spaced apart from a container wall, but possible contents for the container, or 




WO 00/461 09 PCT/EPOO/00559 
the problems caused by label material permeating through the container wall, are 

not contemplated. 

It is an object of the present invention to at least partly provide a solution to 
the problem of contamination arising from permeation through a container wall of 
5 contaminants such as label adhesives or printing ink(s), and/or permeation in the 
reverse direction of container contents. 

According to a first aspect of this invention a product is provided comprising 
a container having a body defined by a container wall made of a plastics material, at 
least part of the container wall comprising spaced apart inner and outer walls, a 
10 label being located on the outer surface of the outer wall, the body having an 

internal cavity containing a medicament content and being bounded at least in part 
by the inner wall. 

The container construction of the invention enables the contents of the 
container to be directly enclosed by the inner wall, and to be in contact with the 

15 inner surface of the inner wall, yet not being vulnerable to contamination by label 
material such as adhesives or printing ink applied to the outer wall, should this 
material be liable to permeate through the outer wall. Consequently the adhesive or 
ink cannot contaminate the contents by penetration of the wall, and vice versa the 
content cannot penetrate the wall and affect the label. 

20 In some places the internal cavity may be directly enclosed by parts of the 

outer wall and may be in contact with the outer wall, but the label need not be 
applied to the outer surface of these parts of the outer wall, but only to those parts 
of the outer wall the inner surface of which is not in contact with the contents. 

In a first embodiment the outer wall of the container may comprise a skirt 

25 portion attached to, e.g. integral with or fitted onto, the inner wall, and having a 
skirt part spaced apart from the inner wall. 

This skirt portion may be an upper skirt for example surrounding an upper 
part of the inner wall. In this embodiment the inner wall may comprise the upper 
part of the body and may include the mouth opening of the container, for example. 

30 the inner wall may define and surround the rim of the mouth opening of the 

container. The skirt portion may alternatively be a lower skirt surrounding the 
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lower part, e.g. the bottom of the container body. In this embodiment the container 
may have both upper and lower skirts. 

In this first embodiment the label may be attached to the outer surface of the 
skirt part, whether an upper or lower skirt, or both upper and lower skirts at a place 
5 where the skirt part is spaced apart from the inner wall. 

The upper or lower skirt portion may have a label fixed to its outer surface 
by adhesive or alternatively information may be printed directly onto the skirt 
portion. The abovementioned upper and lower skirts may depend from a part of the 
body wall which directly encloses the contents of the container i.e. so that the 

10 contents of the container are in direct contact with the inner surface of this part of 
the body wall, but are not in contact with the inner surface of the upper and/or 
lower skirt portion. 

In a second embodiment the container may be a double walled container, 
having a base wall and side walls extending upwardly from the base wall toward an 

15 upper mouth opening of the container, and the side walls may be in the form of a 
double wall comprising spaced apart inner and outer walls. Suitably the side walls 
may be in the form of a continuous double wall extending the whole height of the 
internal cavity from the base wall to the mouth opening. Such a container may 
conveniently comprise substantially cylindrical inner and outer walls, which may be 

20 substantially concentric and coaxial. The base wall may suitably be a continuous 

base wall linking the inner and outer walls and closing the space between them. The 
label may be applied to the outer wall of such a container. 

The container may be of any shape appropriate for its intended use, for 
example generally cylindrical, e.g. bottle shaped. The term "cylindrical" as used 

25 herein includes true cylinders i.e. a shape having straight longitudinal sides and a 
circular cross section, with the longitudinal axis of the cylinder passing through the 
centre of the circular section, and also distorted cylinders, e.g. shapes with convex 
bulging longitudinal sides e.g. "barrel" shapes, shapes with concave sides, i.e. 
wider at the cylinder ends than at a waist. Also the term "cylinder" includes such 

30 shapes with oval or oblate circular cross section. 

When the container is of generally cylindrical shape, then the upper and 
lower skirts may also be of generally cylindrical shape e.g. of substantially the same 
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cross sectional shape as the container. When the container is provided with upper 
or lower skirts these may be made integrally with the container body or may be 
separately fitted to the container body, for example by welding or a physical 
connection such as a snap fit. 
5 The container of the invention may for example be of multi-part 

construction, e.g. in lower and upper container parts which fit together with a seal 
which does not allow leakage or contamination of the contents, and such lower and 
upper container parts may comprise respective lower and upper inner and outer wall 
parts of the container which fit together when the upper and lower container parts 

10 are fitted together. In such a construction the respective upper and lower wall parts 
may both fit together with such a seal. 

The container of this invention may be made of conventional plastics, e.g. 
polyethylene, polypropylene or polyethyleneterphthalate. Suitable wall thicknesses 
for the inner wall may be ca. 1 - 2 mm, and for the outer wall ca. 1 - 2.5 mm. The 

15 inner wall may benefit from protection from the outer wall and may consequently be 
relatively thin. 

le container of the invention is suitable for a wide variety of medicament 
^^^ ontente 'V articularly fluids such as liquid, gel, cream or paste medicaments i.e. 
0 which inco\porate a solvent vehicle. Such medicaments may for example be suitable 
20 for topical applications or for applications to selected parts of the body e.g. a nasal 
medicament. Stoch medicaments may be applied as a spray, droplet or surface smear 
to such a selecteii part of the body. Examples of such medicaments are liquid 
formulations based\pn known pharmaceutically acceptable oily vehicles such as 
monoglycerides , suck as m ono-olein and mono-linolein, phospholipids such as 
25 phosphatidyl cholines, and galactolipids such as glyceryl diglycerides. Typically 
such monoglycerides maysbe long-chain fatty acid monoglycerides, optionally also 
containing a long-chain digyjyceride . Such mono- and di- glycerides may for 
example be blends of differentSlong-chain fatty acid mono- and di- glycerides. 
Examples of such fatty acid monoglycerides include glycerol mono-oleate, glycerol 
30 monopalmitate and glycerol monostbarate. Suitable commercially available 
examples of such products include tho^ available under the trade names 
MYVEROL, such as MYVEROL, MYV&TEX, MYVAPLEX and GMORPHIC 80 
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respectively. Another example of such a material is ARLACEL 186, which in 
addition to glycerol mono-oleate includes propylene glycol. Typically in such long- 
chaiA monoglycerides the major fatty acid component is a C I8 saturated, mono- 
unsatutated or polyunsaturated fatty acid. Such oily vehicle based medicaments may 

5 also include fatty acid triglycerides, typically a vegetable oil, for example as 
diluents vtath the above-mentioned fatty acid monoglycerides. Examples of such 
include cocbnuf oil, e.g. fractionated coconut oil. Commercially available examples 
of such triglyceride diluent materials include caprylic / capric triglyceride 
(Tricaprylin). Examples of such materials which are commercially available include 

10 those available lihder the trade names MYRITOL, CAPTEX and MIGLYOL. 
Examples of such \>ily vehicles are for example disclosed in W098/14189A 
(SmithKline Beecham PLC) the contents of which are included herein by way of 
reference. The container of the invention is suitable for use with a wide range of 
active compounds dissolved or dispersed in such a vehicle. A particular example of 

15 such an active compound is the compound the antibiotic Mupirocin (Pseudomonic 
acid, "Bactroban™ ") typically in the form of calcium mupirocin. An example of 
such a mupirocin formulationVuitable for use as a nasopharyngeal spray formulation 
is also disclosed in W098/14185)A, typically comprising fractionated coconut oil 
(i.e. medium chain length triglycerides) e.g. the commercial product MIGLYOL, 

20 glycerol mono-oleate e.g. the commercial product MYVEROL 18-99, powdered 
lemon juice flavour, and micronised calcium mupirocin. The container of the 
invention is for example provided for, or containing, such a formulation. 

The container may be otherwise generally conventional and also provided 
with a suitable closure means for its mouth opening such as a snap fit or screw 

25 threaded cap. The container may further comprise delivery means to deliver fluid 
contents to for example a nozzle, comprised by the mouth opening of the container, 
such as a feed tube leading from the mouth opening to the vicinity of the bottom of 
the container. Such delivery means may comprise for example a pump, typically of 
a known type used to pump liquid medicaments, such as an air lift pump, leading to 

30 an outlet for the medicament such as a spray nozzle. 

For example the container may be a nasal spray container provided with 
means to deliver its medicament content, to the nasal area of a user. 
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The container may be made by conventional methods such as blow moulding 
or injection moulding. Another aspect of the invention provides moulds for making 
containers of the present invention and furthermore a process e.g. an injection 
moulding or blow moulding process using such moulds for making the container of 
5 the invention. 

The present invention also provides a method of labelling a container 
wherein a container is provided having a body defined by a container wall made of 
a plastics material, at least part of the container wall comprising spaced apart inner 
and outer walls, the body having an internal cavity for containing a medicament 
10 formulation content and being bounded at least in part by the inner wall, and a label 
is applied to the outer surface of the outer wall. 

The present invention also provides a method of labelling a container 
wherein a container is provided having a body defined by a container wall made of 
a plastics material, at least part of the container wall comprising spaced apart inner 
15 and outer walls, the body having an internal cavity for containing a medicament 
content and being bounded at least in part by the inner wall, and a label is applied 
to the outer surface of the outer wall, for the purpose of reducing the likelihood of 
label material permeating through the container wall to contaminate the contents, or 
for the purpose of reducing the likelihood of contents permeating through the 
20 container wall to adversely affect the label. . 

The container will now be described by way of example only with reference 
to the accompanying drawing in which Figs.l and 2 show containers of the 
invention. 



25 section. The container comprises a bottle-shaped container 1 1 of generally 

cylindrical shape with a generally conical bottom with its concave side toward the 
interior of the container, defined by a container wall 12. The container 11 is 
provided with pairs of spaced apart inner and outer walls, being a lower pair of 
inner 13 and outer 14 walls and an upper pair of inner 15 and outer 16 walls. The 

30 outer wall of each of these pairs 13, 14 and 15, 16 respectively is in the form of a 
lower skirt portion 17 and an upper skirt portion 18. The lower skirt portion 17 



Referring to Fig.l, a container of this invention is shown in longitudinal 
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depends from the container wall 12 and surrounds the conical bottom of the 
container 11. This conical bottom consequently comprises the inner wall 13. 

A label 19 is attached by adhesive to the outer surface of the outer wall 14. 
An upper skirt portion 18 extends from the container wall 12 and also has a label 19 
5 applied to it by adhesive. Liquid contents 110 are within the container wall 12. By 
locating the label 19 only on the outer wall 14 of the lower skirt 17 and/or the 
upper skirt 18, and not on an outer surface of the container wall 12 of which the 
inner surface is in contact with the contents 110, the liquid contents 110 and label 
19 are consequently not facing each other on opposite sides of the same region of 

10 container wall 12. Therefore adhesive from the label 19 cannot permeate through 
the container wall 12 and contaminate the contents 110 and vice versa the contents 
110 cannot leak through container wall 12 and affect the label 19. 

The lower skirt portion 17 is made integrally with the container wall 12 and 
integrally joins the container wall at its upper extremity. The upper skirt portion 18 

15 is made separately and is fitted to the upper part of the container wall 12 by a snap 
fit fitting at 1 1 1 . 

Alternatively the lower skirt 17 may be made separately and fitted to the 
container 11 or the upper skirt 18 may be made integrally with the container 11. 
The container 1 1 is provided with a mouth opening 1 12 which has a rim defined by 

20 the upper part of the inner wall 15 of the container wall 12. The container 11 is 
also provided with a delivery means 113 (generally) comprising a nozzle 114 and a 
feed tube 115. The nozzle 114 fits tightly onto the mouth opening 112 of the 
container by a snap fitting. The feed tube 115 reaches down toward the lowest part 
of the conical bottom of the container and feeds liquid to the nozzle 1 14 from the 

25 body 1 1 in a known manner for example via a pump mechanism 1 16 or by making 
the container wall 12 of compressible material and squeezing the container. The 
container 11 is closed by a closure 117 cover. As shown in the sectional view Fig. 
IB about the line B— B the container 1 1 is oval in cross section. 



30 shown which comprises a lower part container 21 (overall) which has a base wail 22 
and lower part side walls 23, 24 extending upwardly from the base wall toward an 
upper mouth opening 25 of the container 21. The side walls 23, 24 are a continuous 



Referring to Fig. 2 another version of the container of the invention is 
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double wall comprising spaced apart inner 23 and outer 24 walls extending from the 
base wall 22 to the height of the mouth opening 25. The inner 23 and outer 24 are 
substantially cylindrical (as seen in Fig. 2B having an oval cross section, and are 
substantially concentric and coaxial. The base wall 22 is a continuous base wall 
5 linking the inner 23 and outer 24 walls and closing the space 26 between them. The 
container construction of the invention enables contents (not shown) in the internal 
cavity 27 of the container to be directly enclosed by the inner wall 23, and to be in 
contact with the inner surface of the inner wall 23, yet not being vulnerable to 
contamination by label materials 28 such as adhesives or printing ink applied to the 

10 outer wall 24. The internal cavity 27 is also directly enclosed by the base wall 22 
where this forms a part of the outer wall 24, but the label is not applied to the outer 
surface of the base wall 22. The container 21 is made of polypropylene and the 
inner wall is ca. 1-1.5 mm thick, and the outer wall ca. 1.5 - 2.0 mm thick. The 
volume of the internal cavity 27 is ca 10 - 25 ml in the example illustrated. 

15 The container 21 is suitable for a liquid medicament which incorporates a 

solvent vehicle, such as the oily vehicles described above. As shown the container 
21 is a nasal spray dispenser. The container is provided with a pump 29 (generally), 
typically an air lift pump, to deliver liquid contents to a nozzle 210, via a feed tube 
leading from the mouth opening to the vicinity of the bottom of the container. The 

20 pump 29 is provided as part of an upper part assembly 212 (generally), including 
upper part inner and outer walls respectively 23A and 24A, and provided with 
fittings 21 3 A enabling it to fit by a push action onto the lower part container 21 at 
corresponding fittings 213B, and to be retained thereon by a friction and snap fit. 
The fitting together of the fittings 213A and 213B form a seal which prevents 

25 leakage and contamination of the contents in the cavity 27. 

The nozzle 210 is covered by a cover closure 214 such that the feed tube 21 1 
fits into the cavity 27 and reaches down to a point near its bottom. As shown in the 
half sectional view Fig. 2B about the line B— B the container 21 is oval in cross 
section. 
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